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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on March 1, 2006 has been entered. Claims 1, 4-6, 
9-11 and 13-16 are pending and under examination. 

Response to Amendment 

2. The following objection and rejections are withdrawn: 

■ The objection to claims 1, 4-6, 9-1 1 and 13-16 for misspelling of the term, "ECACC", 
is withdrawn in view of Applicant's amendment. 

■ The rejection of claims 1,4-6, 9-1 1 and 13-16 under 35 U.S.C. 112, second 
paragraph, as being indefinite for failing to particularly point out and distinctly claim 
the subject matter which applicant regards as the invention, is withdrawn in view of 
Applicant's amendment. 

■ The rejection of claims 1, 4-6, 9-11 and 13-16 are rejected under 35 U.S.C. 1 12, first 
paragraph, as failing to comply with the written description requirement with regard 
to the avian Reo virus ERS deposited at the ECACC under accession no. 9901 1475, is 
withdrawn because the incorporation by reference from PCT/US03/31901 is deemed 
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proper. The limitation, "of at least 75% in a plaque reduction assay", is also properly 
incorporated by reference from PCT/US03/31901. 
■ The rejection of claims 1, 4-6, 9-1 1 and 13-16 under 35 U.S.C. 1 12, first paragraph, 
as failing to comply with the enablement requirement because the Reovirus strain 
deposited at the ECACC under accession number 9901 1475 did not meet the 
enablement requirement, is withdrawn in view of Applicant's amendment filed March 
1,2006. 

Specification 

3. (New Objection) The specification is objected to for the following informality: 

The amended portion of the specification ("Related Applications"), filed March 1, 2006, 
contain a typo in the reference to PCT/US03/3 1901 . Correction is required. 

Response to Arguments 
Claim Rejections - 35 USC § 112 

4. The rejection of claims 1, 4-6, 9-1 1 and 13-16 under 35 U.S.C. 1 12, first paragraph, 
because the specification, while being enabling for a method of propagating ERS 1037, ERS 
060E and ERS 074 in Vero cells without prior adaptation, does not reasonably provide 
enablement for a method of propagating any avian Reovirus without prior adaptation to Vero 
cells, is maintained for reasons of record. 

Applicant's arguments have been carefully considered but fail to persuade. Applicant's 
substantive arguments are primarily directed to the following: 
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■ Applicant argues that the claimed methods are limited to propagating ERS isolates 
that can multiply on Vero cells to a titer of at least about 3.0 TCED50/ml without prior 
adaptation, and belong to a defined antigenic class. The antigenic class of ERS 
isolates is defined in that its members are all able to induce antiserum in an animal, 
which antiserum causes a reduction of the plaques formed by the avian reo virus ERS 
sample which is deposited at the ECACC under accession no. 9901 1475, of at least 
75% in a plaque reduction assay. The members of the antigenic class all positively 
react with polyclonal avian reovirus antiserum but not with monoclonal antibodies 
identified by accessions nos. 9901 1472, 9901 1473 and 9901 1474. Applicant argues 
that one skilled in the art would be able to practice the claimed method, as it is routine 
and does not require undue experimentation. 

■ Applicant also argues that Drastini and Nwajei support Applicant's invention because 
they show that not all avian reoviruses are capable of growing on Vero cells without 
prior adaptation. Applicant argues the fact that they discovered avian reoviruses 
capable of growing on Vero cells with prior adaptation is surprising. Applicant points 
to Nibert et al {Fields Virology, 2000, 4:1682) for evidence that as of 2001, no 
chicken infecting reovirus has been shown to grow on Vero cells, without prior 
adaptation. 

In response to Applicant's arguments, the Office recognizes that the claims are drawn to 
methods that use a specific antigenic class of Reoviruses. It is understood that the skilled artisan 
has the ability to carry out the claimed method steps. The question that the Office is raising, is 
whether Applicant has provided enough guidance that one of skill in the art would be' able to 
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propagate the avian reoviruses having the claimed capabilities. If given the reovirus(es) with all 
of the claimed properties, the step of propagating a virus that meets all the criteria is well within 
the ability of the skilled artisan. However, Applicant has only provided three examples of 
viruses having all of the claimed characteristics. While one would be able to propagate ERS 
1037, ERS 060E and ERS 074, one would not be able to find other ERS of the same class 
without undue experimentation. Recall that the discovery of isolates ERS 1037, ERS 060E and 
ERS 074 was surprising and unexpected. While Applicant has discovered some of the 
characteristics of these three strains, there is no guidance on how to find others. 

If one of skill in the art were guided by the instant claims and specification, that person 
would need to test each and every Reovirus for the claimed functions until more are discovered. 
Only then could the viruses be propagated. Given the unexpectedness of the three strains to 
grow on Vero cells without prior adaptation, one of skill in the art needs access to strains that 
have the claimed functions. Access to three such strains has been given, ERS 1037, ERS 060E 
and ERS 074. If Applicant intends for the skilled artisan to first discover the strains of reovirus 
that have the claimed characteristics, and then use the discovered viruses in the instant method of 
propagation, then the claim is considered a reach-through claim that Applicant has not 
adequately taught how to make. Aside from ERS 1037, ERS 060E and ERS 074, the 
specification does not enable the highly skilled artisan to practice the full scope of the claims. 

5. The rejection of claims 1, 4-6, 9-11 and 13-16 under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement, is maintained for reasons of record. 
The claim(s) contains subject matter which was not described in the specification in such a way 
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as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. The claims are drawn to a 
method of propagating avian Reovirus that are isolated from poultry and grown to suitable titer 
on Vero cells, without prior adaptation, comprising the steps of inoculating a Vero cell line with 
the avian Reovirus, allowing the Reovirus to multiply, and harvesting the avian Reovirus. 

Applicant's arguments have been carefully considered but fail to persuade. Applicant 
argues that the claims as amended recite a specific class of avian Reovirus, thus limiting the 
scope of the invention to a smaller class of avian Reovirus. The antigenic class of ERS isolates 
is defined in that its members are all able to induce antiserum in an animal, which antiserum 
causes a reduction of the plaques formed by the avian reovirus ERS sample which is deposited at 
the ECACC under accession no. 9901 1475, of at least 75% in a plaque reduction assay. The 
members of the antigenic class all positively react with polyclonal avian reovirus antiserum but 
not with monoclonal antibodies identified by accessions nos. 9901 1472, 9901 1473 and 
9901 1474. Applicant argues that there is adequate description in terms of physical and/or 
chemic properties and functional characteristics. Applicant argues that the specification teaches 
methods of identifying ERS isolates useful according to the claimed invention, and hence, 
methods of propagating the isolates. 

In response to Applicant's argument, the Office acknowledges that Applicant has 
characterized three structures (isolates) and their functions. To provide adequate written 
description and evidence of possession of a claimed genus, the specification must provide 
sufficient distinguishing identifying characteristics of the genus. So while there is adequate 
structure, function, and structure/function correlation, there is not adequate possession of how to 



Application/Control Number: 10/749,907 Page 7 

Art Unit: 1648 

make the claimed product. While one would be able to propagate ERS 1037, ERS 060E and 
ERS 074, if handed to them, one would not be in possession of the larger genus of methods of 
making viruses of the antigenic class of reoviruses. Recall that the discovery of isolates ERS 
1037, ERS 060E and ERS 074 was surprising and unexpected. In other words, one would have 
to find other members of the antigenic class based on the three examples provided. Once those 
members are found, having the appropriate characteristics, one would be able to use the 
discovered viruses to propagate them. 

Given the unexpectedness of the three strains to grow on Vero cells without prior 
adaptation, one of skill in the art would need more representatives of the genus of the ERS 
antigenic class. Access to three such strains has been given, ERS 1037, ERS 060E and ERS 074. 
If Applicant intends for the skilled artisan to first discover the strains of reovirus that have the 
claimed characteristics, and then use the discovered viruses in the instant method of propagation, 
then the claim is considered a reach-through claim that is inadequately described. Aside from 
ERS 1037, ERS 060E and ERS 074, the specification does not describe the invention in such a 
way as to reasonably convey to one skilled in the relevant art that the inventor(s), at the time the 
application was filed, had possession of the claimed invention. 

Conclusion 

6. No claim is allowed. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
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applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stacy B. Chen whose telephone number is 571-272-0896. The 
examiner can normally be reached on M-F (7:00-4:30). If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, James C. Housel can be reached on 571- 
272-0902. The fax phone number for the organization where this application or proceeding is 
assigned is 703-872-9306. 



Stacy B. Chen 
Primary Examiner 
April 12, 2006 



